Dr.Reddy’s ":'

CERTIFICATE OF ANALYSIS

Dr. Reddy's Laboratories Ltd.
Formulation Unit-6

Vill. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P., 173 205, INDIA
Tel : 491 98166 56001-02

www.drreddys.com

CEPTUDUKAT AHATTU3A
Product : Exifine tablets 250mg
Mpopykt : 3k3ucuH® Tabnetkn 250 mr
Batch No / : V2102004 Batch Quantity / : 7,500 units /
Cepusa Ne O6bem napTum 7,500 eguHunL
Analytical Report No / : 890001560759 Date of Analysis / : 10.12.2021
AHanuTUYecKuin oTyeT 890001559760 HaTa aHanusa
Ne
Date of Manufacture / : NOV-2021 Date of Expiry / : OCT-2024
Hata npousBoacTea FopeH po

Analysis performed according ND / AHanus nposeaeH no H: N N011536/01-230117 (amend Ne 1 from

02.11.2018 / nam. Ne 1 ot 02.11.2018)

Ne |Test/lMokasaTtens Result / Pesynbtathbl Specification / Hopma

1 Description/Onucanue | White round, uncoated biconvex White to off-white round, biconvex
tablets with plain surface on both tablets with the plain surface on
sides / Kpyrnble gposkobinyknsle  |both sides / Kpyrnble

TabneTkn ot Oenoro LBeTa ¢ [ABOSIKOBLINYKIble TAONETKM OT
rnagKkov NOBepPXHOCTLIO C 06eunx Benoro Ao nouTy 6enoro useTa ¢
CTOPOH. [rMapgkon NoBEpPXHOCTLIO C 06enx
e — - _ [CTOPOH.
2 Identification/ Complies as prescribed The retention time of the main peak
MoanuHHOCTL B cooTBeTCTBUM C onncaHUeMm in the chromatogram of test solution

should comply with the retention
time of the main peak in the
chromatogram of terbinafine
hydrochloride reference standard
solution (section "Assay")./ Bpems
yAEPKUBaAHUS OCHOBHOIO NWKa Ha
XpomaTorpaMmme ucnbITyemMoro
pacTBopa AOIMKHO COOTBETCTBOBAaTL
BpeMeHN yaep>XnsaHus OCHOBHOIO
nMka Ha xpomaTorpaMmme pacTeBopa
cTaHAapTHOro obpasua
TepbuHacprHa rugpoxnopuga
(paspen «KonuuecTtseHHoe

f | - onpeaerneHue»).
Remarks : The Product confirms to ND/ Conclusion : APPROVED /
MpumevaHue: MNpoaykT cooTBETCTBYET TpeboBaHUAM 3akntyenue: OOBPEHO
HA
Prepared by / Checked by / Approved by: Manager/Executive /
MogroroeneHo: MpoeepeHo: s OpobpeHo: Menepxxep / PykosoguTens
Ramakant %‘)‘X‘L—f Pardeep Kumar— . —— Pawan Kumar jvr
Print Date / Print Date / Print Date / |
jlaja:10.12.2021 [aTta:10.12.2021 HaTa:10.12.2021

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 4900 2900, Fax: +91 40 4800 2999, tmail: mail@drreddys.com
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CEPTUD®UKAT AHAITU3A
Product Exifine tablets 250mg
MpoAaykTt 3K3npnH® Tabnetkn 250 mr
Batch No/ : V2102004 Batch Quantity / 7,500 units /
Cepus Ne O6beMm naptTum 7,500 eguHuy
Analytical Report No / : 890001560759 Date of Analysis / : 10.12.2021
AHanuTUYeckui otyeT 890001559760 Data aHanu3a
Ne
Date of Manufacture / : NOV-2021 Date of Expiry / : OCT-2024
DaTa npouzBoacTBa [opeH po

Analysis performed according ND / AHanus nposegeH no H/1: M N011536/01-230117 (amend Ne 1 from

02.11.2018 / uam. Ne 1 ot 02.11.2018)

3 Average Weight /
CpenHaAs macca

Uniformity of Weight /
OAHOPOAHOCTE Macchl

402.8 mg / 402.8 mr

Complies as prescribed
CooTeeTcTBYeT TpebGOBaHUAM

380 mg to 420 mg (400 mg * 5.0%) / |

OT 380 mr go 420 mr (400 mr + 5,0 %)

18/20 tablets—Not more than

+5% / 18/20 Tabn. — He Gonee

+ 5%

2/20 tablets — Not more than + 10
% / 2/20 Tabn. — He 6onee + 10 %

4 Disintegration Time/ 01 minute 10 seconds Not more than 15 minutes / He
PacnapaemocTtsb Bonee
i 15 MuH )
5 Dissolution 100%- 101% Not less than 75 % (Q) of
/PacTtBopeHue C21H2sN (terbinafine) in 45

minutes./ He meHee 75 % (Q)
C21HasN (TepbuHaduH) yepes
45 MUHYT.

PoacTteeHHble
coequHeHns -
Highest individual
impurity

/ epuHWYHas

ad npyuMechb

6 Related Impurities/

Hel/IJJ,eHTVI(bI/IUMPOBaHH

0.04%

Not more than 0.2% / He 6onee 0,2
%

Mpumeyvanue: MNpoaykT

HA

Remarks : The Product confirms to ND/

COOTBETCTBYET TpeboBaHUAM

Conclusion : APPROVED /
3akntovyenune: OQOBEPEHO

Prepared by / Checked by / Approved by: Manager/Executive /
lMoaroToeneHo: MposepeHo: , OpnobpeHo: MeHemxep / Pykosoautenb
Ramakant (1) ‘{' Pardeep Kumar Pawan Kumar ,

[ el —~——

A .

L
Print Date / Print Date / Print Date /
Hata:10.12.2021 HaTta:10.12.2021 [ata:10.12.2021
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CEPTU®UKAT AHAJIU3A

Product Exifine tablets 250mg
Mpoaykr IK3MPUH® TabneTtkn 250 mr
Batch No / : V2102004 Batch Quantity / 7,500 units /
Cepus Ne O6bem napTuu 7,500 eanHuny
Analytical Report No/  : 890001560759 Date of Analysis / : 10.12.2021
AHanuTuyeckui otyer 890001559760 Ddarta aHanusa
Ne
Date of Manufacture / : NOV-2021 Date of Expiry / : OCT-2024
Darta nponsBoacrea logeH po

Analysis performed according ND / AHanu3a nposegeH no H: M N011536/01-230117 (amend Ne 1 from

02.11.2018 / nam. Ne 1 ot 02.11.2018)

8 units
/
OpHopoaHocT
b
\03MpOBaHNs

Total impurities / 0.04% Not more than 2.0% / He 6onee 2,0
CyMmMa npumecen %
7 Water/Boga 1.5% wiw ‘Not more than 5.0% / He 6onee 5,0
%
Uniformity of dosage 1.0 | Acceptance value (AV) should not

exceed 15.0 / MprnemoyHoe
3HayeHune (AV) He OOMKHO
npesbiwaTe 15,0

9 Microbial limits /
Mukpobuonoruyeckas
HMCTOTa

a) Total aerobic

4ncno aspobHbIX
MMWKPOOPraHn3MoB

microbial count / ObLee

Less than 100 CFU/g /
Menee 100 KOE/r

Not more than 1000 CFU/g /
He 6onee 1000 KOE/r

Remarks : The Praduct r;nnfiﬁns to ND/
MNpumeyaHue: MpoayKT COOTBETCTBYET TpeboBaHUsAM

Conclusion : APPROVED /
3aknroueHune: OQOBPEHO

HAO
Prepared by / Checked by / Approved by: Manager/Executive /
lMogroTosrieHo: MpoBepeHo: _ OpobpeHo: MeHegxep / PykoBoguTenb
Ramakant (&‘Lw Pardeep Kumarrhf' Pawan Kumar ,

= £
Print Date / Print Date / Print Date /
Hata:10.12.2021 Hara:10.12.2021 Harta:10.12.2021
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Vill. Khol, Naiagarh Road, Baddi, -
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www.drreddys.com

CEPTUDUKAT AHANTU3A

Product : Exifine tablets 250mg
Mpoaykt : 3k3ucuH® Tabnetkn 250 mr
Batch No / : V2102004 Batch Quantity / 7,500 units /
Cepus Ne O6bem napTum 7,500 eanHuL
Analytical Report No/  : 890001560759 Date of Analysis / 1 10.12.2021
AHanUTUYECKUIN OTYeT 890001559760 Oata aHanusa
Ne
Date of Manufacture / : NOV-2021 Date of Expiry / : OCT-2024
[aTa npoussoacrtBa FoaeH go

Analysis performed according ND / AHanua nposegeH no HZ: M N011536/01-230117 (amend Ne 1 from

02.11.2018 / usm. Ne 1 ot 02.11.2018)

b) Total combined
yeasts and mould count
/ ObLwee yncno
APOMNOKEBBIX U
nnecHesbIX rpudos

Less than 100 CFU/g /
Meunee 100 KOE/r

Not more than 100 CFU/g /
He 6onee 100 KOE/r

Shall be absent in 1g / OTcyTcTBUYE B

Mayky KapTOHHYIO.

1 blister and a patient in3formation
leaflet in a carton pack. /Mo 16
TabneTtok B MNBX/anioMuHWEBbIi
6nuctep, 1 6nuctep BmecTe ¢
WHCTPYKUMEN NO MPUMEHEHUIO B

c) E. coli Absent / OTcyTcTBYET 1ir
10  |Assay/KonudyecTBeHH 249.29 mg 237.5 mg to 262.5 mg of C21H2sN
oe onpeaenexue (9972%) (terbinaﬁne) per tablet./ O OT
237,5 mr go 262,5 mr Co1HzsN
- (tepbunadcbuH) B Tabnetke.
11 | Package / Ynakoska 16 tablets in PVC/aluminum blister, |4 tablets in PVC/aluminum blister, 4,

5, 7 or 10 blisters and a patient
information leaflet in a carton pack.
116 tablets in PVC/aluminum blister, 1
iblister and a patient information
leaflet in a carton pack. / Mo 4
Tabnetkn B MNBX/antoMuHVeskIi
onuctep, 4, 5, 7 unu 10 6nuctepos
BMECTE C UHCTPYKLMEN No
MPUMEHEHUIo B Nayky KapToHHY10. Mol
16 TabneTok B MNBX/antoMuHUeBkIn
Bnuctep, 1 6nucTep BmecTe ¢
WUHCTPYKUWENR No NPUMEHEHWIO B
rMayky KapTOHHYIO.

Remarks : The Product confirms to ND/
MpumeyvaHue: MNpoaykT cooTBETCTBYET TPebGOBaHUAM

HA

Conclusion : APPROVED /
3akntoyeHue: OJOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive /
MoaroToBneHo: MpoBepeHo: OpobpeHo: MeHepxep / PykoBogutens
Ramakant (%I luﬁ Pardeep Kumar ﬁ Pawan Kumar

AT - 47
Print Date / Print Date / Print Date /
Dara:10.12.2021 Oata:10.12.2021 Hara:10.12.2021
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CEPTUDPUKAT AHAITU3A

Product : Exifine tablets 250mg
Mpoaykt : 3k3nduH® Tabnetkn 250 mr
Batch No/ : V2102004 Batch Quantity / : 7,500 units /
Cepusa Ne O6Bwem napTuu 7,500 eguHnLL
Analytical Report No / : 890001560759 Date of Analysis / : 10.12.2021
AHanuUTU4YecKuUn oTyeT 890001559760 Harta aHanusa
Ne
Date of Manufacture / : NOV-2021 Date of Expiry / : OCT-2024
LOarta npoussogcrea lopeH go

Analysis performed according ND / AHanua npoegeH no H: 1M N011536/01-230117 (amend Ne 1 from

02.11.2018 / n3am. Ne 1 ot 02.11.2018)

12 [Labeling / Mapkuposka |According to ND / B cooTeeTcTBum ¢ H,

ik Storage conditions /' |At temperature below 25 °C. / [pu TemnepaType He Bbiwe 25 °C.

XpaHeHve
14 | Shelflife / Cpok 3 years / 3 roga )
| ro4HOCTY _
Remarks : The Product confirms to ND/ Conclusion : APPROVED /
MNMpumeyvanue: MpoayKT cooTBETCTBYET TPEOOBaHUAM 3akntovenune: OQOBPEHO
HA
Prepared by / Checked by / Approved by: Manager/Executive /

OpobpeHo: MeHepxep / PykoBoanTtens

[ToaroToBreHo: MpoeepeHo:
Ramakant & d,\ , | Pardeep KumaroxLy Pawan Kumar
A : A

Print Date / Print Date / Print Date /
Hata:10.12.2021 [ata:10.12.2021 HaTa:10.12.2021
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